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Art Unit: 3734 

DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 3-7 and 45-47 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 3 recites, "the X-ray chip is formed in flange shapes outwards with respect 
to an axis of the second cylindrical member." The language "formed in flange shapes 
outwards" is unclear and does not appear to be grammatically correct. It seems that 
claim 3 is intended to be drawn toward element 52 in Figures 1 A and 1 B which is an X- 
ray chip having an annular projection wherein the annular projection extends radially 
outwardly from the outer surface of the second cylindrical member 24. This 
understanding will be assumed for present purposes of examination. 

Claims 45 and 46 recite, "releasing a state of the first cylindrical member held by 
friction." The first cylindrical member has not been described as being held by friction in 
the claims or specification, and there appears to be insufficient structure recited in 
claims 45 and 46 for this method step to be accomplished. Previous to this recitation, 
all indications in the claim language and the specification suggest that it is the second 
cylindrical member that is held by friction relative to the forceps channel of the 
endoscope. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-6 and 8-11, 13-15, and 17-19 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Randall at al. (US 6,514,261). 

Randall discloses a stent delivery system (Figures 1 and 17-20) comprising a first 
cylindrical member 10 capable of being inserted into a forceps channel of an 
endoscope, a second cylindrical member 12, 14 inserted within first cylindrical member 
10 and capable of advancing/retreating with respect to the first cylindrical member 10, 
and a stent 16 disposed between the first and second cylindrical members. The second 
cylindrical member includes a holding mechanism 98, 100 that is capable of holding a 
relative position of the second cylindrical member with respect to an endoscope. The 
second cylindrical member 12, 14 includes an x-ray chip 26 recognized at the time of 
irradiation with an x-ray and disposed in a position where the stent is charged. (Column 
3, Lines 43-44) X-ray chip 26 meets the limitations of claim 3 as presently understood. 

The holding mechanism 98, 100 is fixed relative to the wire guide port shown at 
the top of Figures 17, 19, and 20. Second cylindrical member 12 is also fixed relative to 
said wire guide port. (Column 4, Lines 63-64) Thus, cylindrical member 12 is fixed 
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relative to the holding mechanism 98, 100. Holding mechanism 98, 100 comprises a 
third cylindrical member 100 that is directly slidable on the first cylindrical member 10 
outside the first cylindrical member. The third cylindrical member is capable of being 
inserted into a working channel of an endoscope wherein the working channel has an 
inner diameter that closely matches the outer diameter of the third cylindrical member 
100 such that the third cylindrical member 100 fhctionally engages the working channel 
of the endoscope. Thus, holding mechanism 98, 100 is capable of holding a relative 
position of the second cylindrical member with respect to the forceps channel of the 
endoscope. 

Regarding claims 9, 10, 13, 14, 17, and 18, the wire guide port is interpreted as a 
connection member that connects the third cylindrical member 100 to the second 
cylindrical member 12. Portion 98 of holding mechanism 98, 100 is considered to be a 
holder 98. Holder 98 is capable of being attached to and disposed on an endoscope. 

Regarding 11,15, and 19, the wire guide port is considered to be a fixing tool 
which connects the holder to the second cylindrical member. The wire guide port may 
be disassembled such that at least second cyldinrcal member 12 may be removed. 
Thus, the wire guide port connects the holder to the second cylindrical member in a 
detachably fixed state. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person liaving ordinary skill in tlie art to wliicli said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 21 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Randall et al. (US 6,514,261). 

Randall discloses all elements of claims 21 and 22 as previously discussed 
except for a hydrophilic lubrication being disposed on the tip end of the first cylindrical 
member and the tip-end chip 26 of the second cylindrical member. It was notoriously 
old and well known to provide hydrophilic lubricious coatings on distal portions of 
minimally invasive devices. It would have been obvious to one of ordinary skill in the art 
at the time of the invention to modify the apparatus of Randall by providing a hydrophilic 
lubricant on the tip end of the first cylindrical member and the tip-end chip 26 of the 
second cylindrical member in order to minimize tissue damage as said elements are 
advanced through a patient's body. 

Allowable Subject Matter 

Claims 12, 16, 20, and 47 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. Said claims recite structural 
elements of a fixing tool that are not fairly taught by the prior art. 

Response to Arguments 

Applicant's arguments filed November 17, 2008 have been fully considered but 
they are not persuasive. 

Regarding the prior art rejections over Randall, Applicant submits, "In present 
claim 1, a second cylindrical member includes a holding mechanism which defines a 
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relative position of the second cylindrical member with respect to an endoscope. On th 
other hand, considering the equivalent structure in Randall as indicated by the 
Examiner, the middle tube (tube spring) 12 or the inner tube 14 needs to include a collar 
98 of the housing 100, but there is no such disclosure." 

Examiner is unsure how this argument relates to the patentability of the presently 
pending claims. Applicant's claimed second cylindrical member Is considered to read 
on elements 12 and 14 of Randall while the claimed holding member is considered to 
read on elements 98 and 100. Elements 12 and 14 are coupled to elements 98 and 100 
by means of wire guide port 38 as discussed in the body of the rejection. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Gayhart, Jr. (US 5,438,735) discloses a connecting member that 
is similar to Applicant's claimed fixing tool. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric Blatt whose telephone number is (571 )272-9735. 
The examiner can normally be reached on Monday-Friday, 9:00 AM-6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EEC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Eric Blatt 
571-272-9735 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3734 



